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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 61 is rejected under 35 U.S.C. 102(b) as being anticipated by Ward et al. 
(US 5,575,993), for the reasons set forth in the previous office action filed 03/06/2008. 

Applicant's arguments filed 12/12/2008 have been fully considered but they are 
not persuasive. Applicants assert that as amended Ward cannot anticipate their claims 
due to the new recitation that the polyionic polymer is non-leachably bound to the 
substrate and Ward specifically mentions that the polymers are washed off during 
washing procedures. 

The examiner respectfully disagrees. Firstly it is noted that applicants passages 
within their own specification ([0066]-[0067]) states that non-leachably means that 
sections of the polymer of the invention do not appreciably separate from the material 
and enter a wound or otherwise become non-integral with the material under standard 
uses. The examiner considers the normal use of a bandage as in Ward is wound 
treatment, just because the polymers may be washed off after their used as a wound 
bandage does not differentiate applicants claimed invention from that of Ward. The 
normal use of a bandage is to treat wounds, since the bandage of Ward performs the 
normal use of a wound bandage, non-leachably attached does not exclude the 
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composition of Ward in which the polymers may be washed off from the gauze if 
desired. It is further noted by the examiner that since the composition of Ward is within 
applicants claimed scope it will inherently have the same properties including the 
bonding strength of the polymer to substrate. Applicants have not amended their 
broadest claim 60 in such a way to exclude the bandage of Ward. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 61 and 70-72 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Batich et al. (US 2002/01 77828) in view of Ward et al. (US 5,575,993), for the 
reasons set forth in the previous office action filed 03/06/2008. 

As in the arguments above applicants assert that their new limitation that the 
polymer is non-leachable would preclude the Ward reference and further states that it 
effectively teaches away from their claimed invention. 

For the reasons cited above the examiner does not believe the Ward reference is 
excluded by applicants new limitations nor would it teach away from the claimed 
features. 

Applicants further assert that since Batich discloses cationic polymers that are 
non-leachably bound to the substrate there would be no expectation of success for one 
of ordinary skill in the art to combine such a teaching with Ward who discloses polymers 
that are readily washed away. Applicants also surmise that the combination would not 
teach how one could obtain a biologically active anionic species associated with a 
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quaternary ammonium polymer that is non-leachable. Applicants also assert that there 
would be no reason to combine the two references since they both describe opposite 
concepts in that Batich the polymers are not readily absorbed in aqueous solutions 
while the polymers of Ward can be washed off. 

As noted in previous office actions Ward was used as a secondary reference for 
its disclosure that it was already known in the art that anionic antimicrobial compounds 
could be associated to cationic polymers. Since Batich describes cationic polymers that 
as applicants purport are non-leachable and Ward teaches that cationic polymers were 
well known to be capable of releasing anionic drugs, applicant's claimed method of 
treatment comprising applying a cationic polymer with an ionically associated with an 
antimicrobial could have been obvious. As detailed above applicants assertion that the 
polymer is bound to a substrate material does not preclude the Ward reference from 
reading on their claims. 

Claims 60,64-68 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Batich et al. (US 2002/0177828) in view of Schoenfeldt et al. (US 2002/0172708) and in 
further view of Voorhees et al. (US 2004/0235950 A1 ), for the reasons set forth in the 
previous office action filed 03/06/2008. 

Applicant's arguments have been fully considered but they are not persuasive. 
Applicants assert as previously argued that Batich does not teach an MMP active 
ingredient that is ionically associated with a quaternary ammonium polymer. Applicants 
assert that Schoenfeldt does not suggest a process where quaternary ammonium 
polymers or copolymers are components of polyionic polymers. Applicants also assert 
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that Schoenfeldt does not suggest a process where the sol gel is bound to a substrate. 
Applicant's further state that Schoenfeldt does not teach a cationic polymer backbone 
comprised of quaternary ammonium groups and teaches away from ammonium 
copolymers because the reference recites the best results are achieved with primary 
amines. Applicants lastly assert that Voorhees does not suggest binding their 
compositions in conjunction with an insoluble substrate. 

The examiner respectfully disagrees with the above assertions by applicants. 
The examiner noted in previous office actions that Batich does not disclose ionic 
association of active drugs with the ammonium polymer, which is why it was combined 
with the Schoenfeldt reference. If Batich did disclose anionic MMP's in association with 
the cationic polymer the reference would be an anticipatory reference on its own merit, 
one cannot show nonobviousness by attacking references individually where the 
rejections are based on combinations of references. See In re Keller, 642 F.2d 413, 
208 USPQ 871 (CCPA 1981); In re Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. 
Cir. 1986). As detailed in previous actions Schoenfeldt was used as a secondary 
reference for its disclosure on ionic association of MMP and cationic polymers. Since 
Ward and Voorhees are used as secondary references they do not have to disclose all 
of applicants claimed limitations on their own merit. Regarding applicant's assertion that 
Schoenfeldt does not describe a cationic polymer backbone comprised of quaternary 
ammonium groups, which is different than their own claimed invention, as noted above 
Schoenfeldt was used as a secondary reference and does not have to recite all of 
applicants claimed features on its own merit. Schoenfeldt does clearly recite that the 



Application/Control Number: 10/786,959 Page 6 

Art Unit: 1618 

polyionic polymer contains at least one cationic group which includes amines, a cationic 
amine is an ammonium ion (which includes protonated substituted amines), and these 
polymers can incorporate the claimed ilomastat active ingredient. Disclosing cationic 
amine hardly teaches away from quaternary ammonium ions since they are similar 
functional groups, differing only in the number of substituted alkyl groups on the amine 
nitrogen. Thus the examiner concludes that since the polymers of Schoenfeldt and 
Batich are at least related as ammonium containing polymers, one of ordinary skill in the 
art would have a reasonable expectation of success in combining the references to 
make a quaternary ammonium polymer containing ilomastat. 

Conclusion 

No claims are allowed. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to James W. Rogers, Ph.D. 
whose telephone number is (571 ) 272-7838. The examiner can normally be reached on 
9:30-6:00, M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mike Hartley can be reached on (571) 272-0616. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
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you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 



